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This listing of claims will replace all prior versions and listings of claims m the application: 

1. (Currently Amended) A solid drug formulation comprising granulates containing 
30 to 90 rog of a therapeutically active compound in particulate form said compound 
having the formula (I) 




a (I) 



or a geometric isomer, a stereoisomer, a pharmaceutical^ acceptable salt, an ester 
thereof or a metabolite thereof, wherein 90% of the particles have a size less than 50 
micrometers and 50% of the particles have a size less than 15 micrometers, in 
combination with one or more intra-granular excipients, wherein at least one intra- 
granular excipient is a disintegrant, wherein at least 80% of the formulation is 
dissolved within 30 minutes after subjecting said formulation to dissolution testing at 
pH 9,8 according to the USP 24 paddle method. 

2. (Original) The drug formulation according to claim 1 wherein compound (I) is 
ospemifene 

3. (Currently Amended) The drug formulation according to claim 1 wherein the at 
l e ast one intra granular e xsipiont is a disintegrant is select_e_d from the group 
consisting of povidone, crospovidone. carboxvmethvl-cellulose, methyl cellulose, 



alginic acid, croscarmellose sodiunu sodium starch glycolat e. starch, formaldehyde- 
casein and combinations thereof 

4. (Original) The drug formulation according to claim 1 wherein at least one intra- 
granular excipient is a diluent. 
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5. (Original) The drug formulation according to claim T wherein at least one intra- 
granular excipient is a binder 

fnti C r, r a « e, ! tIy A ™ oded > ™ e d ™« formulation according to claim 1 wherein the 
intra-granular excipient is me 

- a combination of at least one diluent and at least one binder; 

- a combination pf at least one diluent and at least one disintegrant ; 

- a combination of at least one disintegrant and at least one binder; or 

- a combination of at least one diluent, at least one disintegrant and at least one binder. 



7. (Currently Amended) The drug formulation according to claim 3 wherein the 
disintegrant is in the range of 0.1 to 10 wcioht-% 0 f the annulate*, selected from the 

gfWp *»si5tia§ ef povidone, orospovidonc , mfboxymothyloolluloai., 

mothylco U ulosn , nl ginio acid, Groocflrmolloso wdium, podium starch glycolato, Shnh , 
formaldehyde casoin and combinationo th o roof . 

8. (Original) The drug formulation according to claim 4 wherein the diluent is 
selected from the group consisting of maltose, maltodextrin, lactose, fructose, dextrin, 
microcrystalline cellulose, pregelatinized starch, sorbitol, sucrose, silicified 
macrocrystalline cellulose, powdered cellulose, dextrates, mannitol, calsium phospate 
and combinations thereof. 



PRINKS 
KOFER 



9. (Original) The drug formulation according to claim 5 wherein the binder is 
selected from a group consisting of acacia, dextrin, starcb, povidone, 
carboxymethylcellulose, guar gum, glucose, hydroxypropyl methylcellulose, 
methylcellulose, polymethacrylates, maltodextrin, hydroxyethyi cellulose and 
combinations thereof. 

10. (Withdrawn) The drug formulation according to claim 1 wherein the granulates 
are made by dry granulation. 



1.1. (Original) The drug formulation according to claim 1 wherein the granulates 
made by wet granulation. 
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12. (Withdrawn) The drug formulation according to claim 1 wherein the formulation 
is a capsule comprising the granulates encapsulated in a shell 



13. (Withdrawn) The drug formulation according to claim 12 wherein the 
formulation comprises an extra-granular lubricant. 

14. (Withdrawn) The drug formulation according to claim 13 wherein the lubricant is 
selected from the group consisting of calcium stearate, magnesium stearate s stearic 
acid, talc, a vegetable oil, poioxamer, a mineral oil, sodium Iauryl sulphate, sodium 
stearyl fumarate, zinc stearate and combinations thereof 



15. (Withdrawn) The drug formulation according to claim 1, wherein the formulation 
is a tablet comprising the granulates in combination with one or more extra-granular 
excipient. 



16. (Withdrawn) The drug formulation according to claim 15, wherein the extra- 
granular excipient is selected from the group consisting of one or more disintegrants, 
one or more diluents, one or more binders, one or more lubricants, and their 
combinations. 

17. (Withdrawn) The drug formulation according to claim 16, where the extra- 
granular disintegrant is selected from the group consisting of povidone, crospovidone, 
carboxymethylcellulose, methylcellulose 3 alginic acid, croscarmellose sodium 5 
sodium starch glycolate, starch, formaldehyde-casein and combinations thereof. 

18. (Withdrawn) The drug formulation according to claim 16, where the extra- 
granular diluent is selected from the group consisting of maltose, maltodextrin, 
lactose, fructose, dextrin, microcrystalline cellulose, pregdatinized starch, sorbitol, 
sucrose, silicified microcrystalline cellulose, powdered cellulose, dextrates, mannitol, 
calsium. phospate and combinations thereof 
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19. (Withdrawn) The drug formulation according to claim 16 wherein the extra- 
granular binder is selected from a group consisting of acacia, dextrin, starch, ; 
povidone, carboxymethytcellulose, guar gum, glucose, hydroxypropyl : 
methylcelluJose, methyl cellulose, polymethacrylates, makodextrin, hydroxyethyl ' 
cellulose and combinations thereof. 

20. (Withdrawn) The drug formulation according to claim 16 wherein the extra- ] 
granular lubricant is selected from the group consisting of calcium stearate, ; 
magnesium stearate, stearic acid, talc, a vegetable oil, poloxamer, a mineral oil, 
sodium laurul sulphate, sodium stearly fumarate, zinc stearate and combinations : 
thereof. 

Claims 21 - 23 (Canceled) 

24. (Currently Amended) The drug formulation according to claim 2 wherein at 
laast ono intra granular w toipiont 4s -& the disintegrant is selected from the groun 
consisting of povidone, crospovidon e, carboxvmethyl ^cellulose, methvlcellulose. 
acinic acid, croscarmcllose sodium, s odium starch f>lvcoTate n starch. formaldehy Hg- 
casein and combinations thereof. . 

25. (Previously Presented) The drug formulation according to claim 2 wherein at 
least one intra-granular excipient is a diluent. 

26. (Previously Presented) The drug formulation according to claim 2 wherein at 
least one tntra-granular excipient is a binder 

27. (Previously Presented) The drug formulation according to claim 2 wherein the 
intra-granular excipient is 

- a combination of at least one diluent and at least one binder; 

- a combination at least one diluent and at least one disintegrant ; 

- a combination of at least one disintegrant and at least one binder; or 

- a combination of at least one diluent, at least one disintegrant and at least one binder. 
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28. (Currently Amended) The drug formulation according to claim 27 wherein the 
disintegrant is in the range of 0.1 to 10 w eight-% of the granulate* ^etoctodfrom the 

gFeup een-iding — povidone* ©fespevideftej carbox}TOethylc ' c l lu l ojo ; 

methyloollulose, aleinio acid, crojcarmoUose lo d m r ti, sodium stai ou glycolato, ofa r oh, 
formalde hyd e ossein and comb i nations th ereof. 

29. (Previously Presented) The drug formulation according to claim 28 wherein the 
diluent is selected from the group consisting of maltose, maltodextrin, lactose, 
fructose, dextrin, microcrystalline cellulose, pregelatinizcd starch, sorbitol, sucrose, 
silicified microcrystalline cellulose, powdered cellulose, dextrates, mannitol, caisium 
phospate and combinations thereof. 

30. (Previously Presented) The drug formulation according to claim 29 wherein the 
binder is selected from a group consisting of acacia, dextrin, starch, povidone, 
carboxymethylcellulose, guar gum, glucose, hydroxypropyt methylcellulose, 
methylcellulose, polymethacrylates, maltodcxtrin, hydroxyethyl cellulose and 
combinations thereof. 
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